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Prof Sandor Kerpel-Fronius obtained his Medical Diploma at

the Semmelweis University in Budapest in 1964, as well as

board certificates in Clinical Laboratory Sciences and Clinical

Pharmacology in 1977 and 1980, respectively. In 1972 he

received a PhD degree and in 1988 a DSc title from the

Hungarian Academy of Sciences.

From 1964 to 1975 he worked in

neurobiology at the Semmelweis

University, from 1967 to 1968 he was

a research fellow at the Karolinska

Institute, Stockholm, Sweden, and

from 1972 to 1974 a Sloan Fellow at

the Maryland Psychiatric Research

Center in the USA. From 1975 to

1989 Prof Kerpel-Fronius led a

clinical pharmacology research

group at the National Institute of

Oncology in Hungary.



Honorary Fellow of the Faculty of

Pharmaceutical Medicine of the Royal Colleges

of Physicians of the United Kingdom (FFPM

Hon, 2016) Member of the Educational

Subcommittee of EACPT (2007-2015), Associate

Editor ‘Frontiers in Pharmacology

Pharmaceutical Medicine and Outcome

Research, Frontiers in Medicine, Regulatory

Science’, IFAPP Global Fellow in Medicines

Development (GFMD, 2020).

Prof Sandor Kerpel-Fronius is very active in

IFAPP, both as member of the Board of Officers

and as Chair of the Ethics Working Group. In this

latter role he has been coordinating the

preparation of IFAPP position papers and

related publications on Ethics of Research. In

October 2019 IFAPP had a European meeting in

Athens. Via the following link you can listen to

his interview on this critically important aspect

of Pharmaceutical Medicine:

In 1988 he spent a sabbatical year at the Cancer

Center of the Wayne State University, Detroit, USA.

In the years from 1989 to 2001 he worked in clinical

drug development within the international

pharmaceutical industry in the UK and Germany. Prof

Kerpel-Fronius became Professor of Clinical

Pharmacology at the Department of Pharmacology

and Pharmacotherapy of the Semmelweis University

in 2001 and in 2002 he was the General Director of

the Hungarian National Institute of Pharmacy (Drug

Regulatory Agency). Although now retired he

continues to teach clinical pharmacology as Senior

Scientific Advisor at the Semmelweis University. In

addition, he participates as lecturer of medicines

development in several international training

courses. Honors and Committee memberships

encompass Member of the St Steven Academy of

Sciences, Hungary, Chairman of the Natural

Sciences Section (2001), Executive Board of the IMI-

PharmaTrain project (2008), IFAPP Academy, Medical

Affairs training course module leader, lecturer and

member of the Steering Committee (from 2016),
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Click here or on the picture to watch the interview with Prof Sandor Kerpel-Fronius,
that was conducted by Dr Kwinten Bosman, IFAPP Delegate of NVFG, the Dutch
Association for Pharmaceutical Medicine. 

https://www.youtube.com/watch?v=XNMi4Whfmlg
https://www.youtube.com/watch?v=XNMi4Whfmlg


On 17 September 2020 the next virtual meeting of the House of Delegates (HoD) will take place.

The HoD is an important Governance body and has the final vote with regard to specific

decisions. 

The HoD is composed of Delegates selected by the National Member Associations (NMAs). Each

NMA appoints one Delegate and, if possible, a deputy, to represent it in the HoD. The HoD meets

at least twice a year and is responsible for electing the Board of Officers (BoO), determining

IFAPP's strategy, approving its annual accounts and budget, setting the membership fee and

deciding whether to amend its regulations or Constitution. 

The HoD will approve or refuse the admittance of new members following the BoO proposal.

You can read about the tasks and duties of the HoD in detail in Article 10 of the IFAPP

Constitution (https://ifapp.org/about/constitution). The names of the NMA Delegates are

displayed at  https://ifapp.org/about/governance/the-house-of-delegates. 

The HoD meeting on 17 September 2020 is particularly important as there will be the election of

the IFAPP President succeeding Dr Marco Romano, whose term of office will commence on that

very day.

 

Brigitte Franke-Bray, MD, PhD, FFPM, GFMD, IFAPP Treasurer

page 3

IFAPP TODAY
The Global Newsletter on Pharmaceutical Medicine

I F A P P  T O D A Y  |  S E P T E M B E R  2 0 2 0  |  N U M B E R  6

IFAPP
International Federation of Associations of Pharmaceutical 

Physicians and Pharmaceutical Medicine

IFAPP House of Delegates Meeting
on 17 September 2020

https://ifapp.org/about/constitution
https://ifapp.org/about/governance/the-house-of-delegates


Introduction

 

Scientific research credibility has always been of the utmost importance and even more so currently with

the intercurrent COVID-19 pandemic. Clinical research integrity depends on its transparency and full

public disclosure. Non-published evidence of clinical research being inaccessible for scientists, clinicians

and patients, distorts clinical practice, violates  participants' rights, harms society trust and wastes

research resources. 

Biases in reporting of clinical trial  results, particularly of those with no proof of the effectiveness of the

intervention studied, were  documented  in the late 1990s (1). Despite regulatory requirements set forth

since 2007 by the US FDA, public access to the full results remained poor and additional legal obligations,

including financial penalties, were imposed in 2017 by FDA Final Rule (42 CFR part 11) (2,3). In Europe

active current disclosure laws include Regulation 536/2014 and EMA Policy 0070 in effect since January

2015, updated on March 21, 2019. In Japan a National Primary Registries Network Portal was established

for required trial registration since 2018 and a summary of available trial registries in other parts of the

world compatible with WHO and with the International Committee of Medical Journal Editors (ICJME) can

be found in the International Clinical Trial Registry Platform (ICTRP) of WHO.

Current Challenges

However, even the latest legal frameworks in the US and the EU/EEA for clinical trial result public

disclosure, albeit in force for more than 3 years, have not been enforced effectively by regulators to

ensure full compliance at least up to date.

The Lancet press office announced that “Less than half (41%) of clinical trial results are reported promptly

onto the US trial registry, and 36% of trials remain unreported, according to the first comprehensive study

of compliance since new US regulations came into effect in January 2017”. This study by DeVito et al. (4)

indicates that trials with non-industry sponsors such as universities, hospitals and governments are far

more likely to breach the rules than trials sponsored by industry with US Government sponsored trials

least likely to post results on time at the world's largest clinical trial registry, ClinicalTrials.gov (4).

Sponsors with more experience of running large numbers vs small numbers of research projects (66% vs

21% trials) present higher compliance in terms of timely submission of results (4).
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Divisive Compliance with Clinical Research
Transparency and Public Disclosure of
Clinical Trial Results 



According to the EMA as of 26th June 2020, "the total number of trials with due results was below 5900, of

which less than 380 were trials involving paediatric subjects (5). A current concern on the COVID-19

ongoing research of repurposed drugs or other therapies relates to trials conducted by universities,

hospitals and companies in Europe that either have no track record of results disclosure or have failed to

do so in the past. An analysis of the ongoing 118 COVID-19 trials in EudraCT revealed that 39 are run by

sponsors that have not uploaded study results and have violated the EU rules. Another 40 trials are run by

sponsors that have not yet completed their trials up to date and are, therefore, not familiar with the

uploading of study results. Of the remaining 39 ones, only 8 are conducted by fully compliant sponsors as

reported by Transparimed, a non-profit research advocate group that pursues greater trial transparency

and conducts regular analysis of clinical trials public disclosure in the EU (6). After retractions of 2 high

profile COVID-19 papers in esteemed journals we should be alert on understanding the reasons behind

non-transparent research that stem from ignorance or unethical practices and end up to research waste (7).

This long-standing deficit of transparency requires immediate action and within the EU, national regulatory

authorities should care about compliance with EU rules (8). Recently, the Danish Medical Agency raised its

concern and reminded everyone in their country to comply with European clinical trial public disclosure

requirements, while they are considering fines and prison sentences for universities and companies failing

to upload their study results in EudraCT as required (9).

Going Forward

Sponsors, including the pharma industry, hospitals,

institutions, academic units and governmental

research are accountable by law and, therefore,

should ensure relevant expertise and robust

internal governance processes to meet the ethical

and legal obligations of transparency and public

disclosure. Research societies and Pharmaceutical

Medicine associations should support their

members with continuous updates and necessary

training to nurture transparency and disclosure

mindset mandated by patients and the society.

Public audits by non-profit organisations are helpful

to improve the sponsor's practises, inform public

opinion and motivate stakeholders to incentivize

best transparency practises within the pharma

industry, research institutions, hospitals, and

academic sites.
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It is imperative to act now decisively to prevent
potential lapses of ongoing COVID-19 clinical trials in
the EU/EEA and Heads of Medicines Agencies
should aim for a harmonised effort to increase
transparency compliance for the sake of patients who
volunteered for these clinical trials. Clinical trial
transparency is critically important for the society and
remains an area for considerable improvement by all
stakeholders, including national medicines agencies. 
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Picture: https://clinicaldata.ema.europa.eu/web/cdp/home

IFAPP, as a Leading Association of Pharmaceutical Medicine and Pharmaceutical Physicians with the

affiliated IFAPP Academy responsible to run IFAPP’s educational activities, support the National Member

Associations and Individual Members to build professional ethos and inspire medical scientists, clinical

operations experts, medical affairs professionals and clinical investigators to act as transparency mentors in

their communities. In parallel, the IFAPP Ethics Working Group is addressing current ethical challenges, by

providing insights for action to the IFAPP Board of Officers and by generating relevant publications.

Varvara Baroutsou, MD, PhD, EMAUD, GFMD

President of Hellenic Society of Pharmaceutical Medicine
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IFAPP is the International Federation of Associations of Pharmaceutical Physicians and

Pharmaceutical Medicine. 
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Pharmaceutical Medicine Publications
On the IFAPP website (https://ifapp.org/publications) you can see all articles that have been published

by IFAPP colleagues since 2007. We encourage you to contribute to the Working Groups and become an

author of a future article. The latest titles of what IFAPP has been publishing are given here:

http://www.ifapp.org/
http://www.ifapp.org/
https://twitter.com/_ifapp
https://www.linkedin.com/company/ifapp/?viewAsMember=true
https://www.facebook.com/IFAPP-1729640107081062/
http://www.ifapp.org/
http://www.ifapp.org/publications
http://www.ifapp.org/

